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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described In (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the Invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed In the United States before the invention by the 
applicant for patent, except that an International application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed In the United States 
only If the International application designated the United States and was published under Article 21(2) 
of such treaty In the English language. 

2. Claims 1-18 and 20-37 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Andreas et al. (6,036,699). Andreas et al. disclose, at least in figures 1-2B and 4-8 
and in col. 9, line 44 to col. 1 1 , line 43; a device and a method with the device for 
closing an opening (A) in a tissue or blood vessel, where the device and method include 
a shaft (440) having a proximal end portion and a distal end portion, a foot (a tubular 
element (unlabeled) attached to element 406 and internal to element 426 as seen in 
figs. 2A and 2b or 404 with respect to claims 2 and 6) disposed on the distal end of the 
shaft that is spaced apart from the proximal end portion and is movable with respect to 
the shaft, a foot receptacle (402, 426, or a tubular element (unlabeled) attached to 
element 406 and internal to element 426 as seen in figs. 2A and 2b with respect to 
claims 2 and 6) disposed at the distal end portion of the shaft and at least a portion of 
the foot receptacle (402) passing through the shaft (440); a flexible guidebody (442 or 
426 with respect to claims 2 and 6) coupled to the distal end portion of the shaft and 
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extending beyond tlie foot receptacle and defining a guidewire (442) lumen (within 404 
or 426) or a suture storage lumen (within 426), where the foot (404) is movable from 
within the foot receptacle (426) to a deployed position with the foot extending laterally 
from the shaft (440) across the distal end portion of the shaft (i.e., a portion of the foot Is 
positioned transverse to the distal end of the shaft as the foot is curved laterally), where 
the flexible guide body (426) defines a guidewire entry port at its distal end (an opening 
at the distal end of element 426) and an exit port proximal to the entry port (an opening 
at the proximal end of element 426), where the exit port is situated at a location distal to 
the distal end of the shaft (402), where a portion of the shaft (404) curves such that the 
flexible guide body extends from the shaft (402) at an angle relative to an axis of the 
shaft, where the device includes a length of suture (422) supported by the foot, where 
the flexible guldebody (426) defines a lumen with the suture extending therethrough, 
where a needle (410) is advanceable from the shaft through tissue and to the foot when 
the foot is moved to deployed position (i.e., the needle is movable distally to the foot 
(retractable-according to col. 10, lines 24-31)), where the method includes partially 
withdrawing the flexible guldebody (404 or 426) from a tissue opening to reduce a flow 
of blood through the opening (see col. 1 1 lines 11-14); where the method includes 
moving the foot from a parked position to a deployed position (see figs. 1 and 4), 
forming a needle path from the shaft through the tissue (the path extending from needle 
lumen 420 to guide channel 408), advancing suture along the needle path, securing a 
suture loop to close the opening (see fig. 8), and fully withdrawing the flexible guldebody 
from the opening after the loop is at least partially secured (see fig. 6); where the 
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opening is accessed througli subcutaneous tissue; wliere tine flexible guidebody (404) 
extends from the shaft at an angle relative to an axis of the shaft (402) and positioned 
coaxially within the blood vessel, while the shaft is positioned coaxially within a tissue 
tract, and where the foot is aligned with the blood vessel when in the deployed position. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl<ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 38, 40, and 43-45 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Bradley et al. (5,374,275) in view of Klein et al. (6,517,553). Bradley 
et al. disclose the invention substantially as claimed. Bradley et al. disclose, at least in 
figures 2, 6, and 7; a device for closing an opening in tissue, where the device includes 
a shaft (12) having a proximal end portion, a distal end portion, a foot receptacle (66), 
and a least one pin spaced from the proximal end portion (unlabeled pin connected to 
elements 72 and 24); a foot (28) having at least one slot (at interface with 72) or with 
respect to claims 43-45, the combination of 72, 74 and 28; the at least one slot being 
connected to at least one pin at the distal end portion of the shaft, and the foot being 
movable with respect to the shaft; and a guidebody extending from the distal end 
portion of the shaft (the conical tip of the shaft as seen in figures 6 and 7), where the 
foot is rotationally movable about the at least one pin, where the foot has at least one 
receptacle (28 with respect to claims 43-45) with a slot oriented with respect to a 
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surface of the at least one receptacle, and where the slot extends substantially 
tangential to the surface of the at least one receptacle and extends laterally through 
(i.e., the side of) the foot. However, Bradley et al. do not disclose that the guidebody is 
flexible and Is configured to receive a guidewire. Klein et al. teach, at least in figures 4A 
and 8 and col. 8, lines 49-55 and col. 10, line 65 to col. 1 1 , line 2; a device for closing 
an opening In tissue, where the device includes a flexible guidebody (66) configured to 
receive a guidewire. It would have been obvious to one having ordinary skill in the art at 
the time the Invention was made, in view of Klein et al., to modify the guidebody of 
Bradley et al., so that it is flexible and configured to receive a guidewire. Such 
modifications would allow the device of Bradley et al. to penetrate into and be guided 
through a hollow organ, such as a blood vessel, without tearing the penetration and 
without damaging the inner wall of the organ. An opening in the hollow organ can then 
be closed with the device of Bradley et al. 

5. Claims 38, 39, 41 , and 42 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Sauer et al. (5,368,601) in view of Klein et al. (6,517,553). Sauer et 
al. disclose the invention substantially as claimed. Sauer et al. disclose, at least in 
figures 1-5; a device for closing an opening in tissue, where the device includes a shaft 
(12) having a proximal end portion, a distal end portion, a foot (70 or 72) having at least 
one slot (82 or 84); the at least one slot being connected to at least one pin (56, 58 or 
98 via suture 94) at the distal end portion of the shaft, and the foot being movable with 
respect to the shaft; where the slot is axially movable with respect to the at least one 
pin, where the shaft has a foot receptacle (50 or 52), and where the foot is slidingly 
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received witlnin tine receptacle. However, Sauer et al. do not disclose a flexible 
guidebody configured to receive a guidewire that extends from the distal end of the 
shaft. Klein et al. teach, at least in figures 4A and 8 and col. 8, lines 49-55 and col. 10, 
line 65 to col. 11, line 2; a device for closing an opening in tissue, where the device 
includes a flexible guidebody (66) configured to receive a guidewire and extending from 
the distal end of a shaft. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made, in view of Klein et al., to modify the shaft of 
Sauer et al., so that it includes a flexible guidebody configured to receive a guidewire. 
Such modifications would allow the device of Sauer et al. to penetrate into and be 
guided through a hollow organ, such as a blood vessel, without tearing the penetration 
and without damaging the inner wall of the organ. An opening in the hollow organ can 
then be closed with the device of Sauer et al. 

Response to Amendment 
6. Applicant's arguments filed on June 9, 2008 and regarding the rejection based on 
the Andreas reference have been fully considered but they are not persuasive: See the 
rejection above. That is, Andreas indeed discloses a foot (404) extending laterally 
across the distal end portion of the shaft (440), when the foot is bent and crosses in 
front of or distally of the shaft. With respect to arguments regarding the rejection of 
claims 38-45: The arguments are moot, because of new grounds of rejection. The 
rejection under 35 U.S.C. 112, 2"^^ paragraph, is hereby withdrawn. 
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Conclusion 

7. Applicant's amendment necessitated tlie new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 
September 23, 2008 



